
From: OC To: Gloria Ortega

.-

.

Date: 1/26/99 Time: 4:09:36 PM

LAW OFFICES

Page 2 of 3

JAMES R. FtiELPS
PAUL M, MYMAN
ROSERT A. DORMER
SYEPHSN 1+McNANARA
I?CXSR c. TwEs
TNOMA5 SCA~LC7T
JSFPRSV N. @sss
SWAN .A DQNATO
FSAAS( J. S~OWSKI
rnANlz m. WCCOU
A. WCS SEONCR, JR.
5Ah0A N. R--z
MARv0S7NUERmS
Jum-m E EACH
JEPMF= S. DAVIS
JOl+J A. G!LBERT, JR.
FWANCES U. WU
DAVO ~ CIJSSOLO
KATS O(WPY MAi?AN
KQLLY M. SAY?K=
CASSAFSXA A, SOtTtSU
.msmPN!NK U ToRRENTr*

%07 Amwrso w Be

, .: ~ .’,...

700 THIRTE–a’TH”-!S7 EET. N.-’W. : ~’:: ~,<
au

SUITE 1200

WASHINGTON, O C. .?0005

7ELcP*oNr

IZoat ?9? - Saoo

PACS.lMiLE
Woa! 7a?.93aa

DU?ECX DIQ
(I@ 737+289

c.
;1 ,~ HYSIAN. PH.ELPS c McNAHARA

7 .,.<~
2S03 MAJMsTRtXl

bUITE 85o

IRVINC. CALiFdWUA S.S~14

7ZLCWIONC !SSS1 693- 7qO0

FACSl$dlLC ,96sI s53 .7433

ALAN M. KJRSCUSY+SAUM
owuca.A5s. F-Q-AR

w c-m

ROSSRY 7 ANGARM
WS49 -19919

January 26, 1999

BY FACSIMILWC(DIJ?IRMATI ON COPY BY HAND DELIVERY

Nicholas P. Reuter
Associate Director for Domestic and International Drug Control
OfHce of Health A.&airsQ-IFY-20)
Room 15-22
Food and Drug Administration
5600 Fishers Lane
Rockville, Maryland 20857

Re: international Drug Scheduling Recommendations, 64 Fed, Reg,
1629 (Jan .11. 1999). Docket No. 98N-0148

DearMr. Reuter:

Hyman Phelps & McNamar~ P.C. hereby requests a public meeting on the Worid
Hedh Organization (WI@ recommendation to add ephedxine to Schedule IV under the
1971 Convention on Psychotropic Substances. ~ 64 Fed. Reg. 1629, 1629-30 (Jan. 11,
1999). We represent dietary supplement manufacturers and distributors that sell dietary
supplements that contain exlracts of the herb Ephedra, Ephedra extracts contain small
amounts of naturally-occurring ephedrine and rdated tdkaloids. The international
scheduling of ephedrine may effectively decimate the market for dietary supplements that
contain Ephedra extracts, Accordingly, dietary supplement manufacturers and
distributors have a strong policy interest in participating in FDA’s formulation of United
States policy with respect to the WIKl scheduling recommendation.
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HYMAN, PHELPS6 MCNAMAR& P.C.

There is an urgent need for a pubiic hearing on the WHC) scheduling
recommendation for the following reasons:

1. International sohechding cannot be justified on the virtual absence of
evidence of ephedrine abuse.

2. The timing of WHO and FDA actions makes it virtually impossible
for the public, affkcted industry, or the United States government to
address the policy implications of international ephedrine scheduling
in any meaningfid way prior to consideration by the United Nations
Committee on Narcotic Drugs in March 1999,

3. The intematiomd scheduling of ephedrine would subvert United
States Iegal processes, and would render moot important ongoing
policy debates in this country.

4. The international scheduling of ephedrine will severeiy damage the
cooperation that industry normally has accorded to domestic and
international scheduling cfiorts.

5. The public needs to ascertain FDA’s position on the international
scheduling of ephedrine.

Please inform us as soon as possible on the date that FDA intends to hold the
public meeting.

Sincerely,

#f2ijjcg>./
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